This report is required by law (7 USC 2143). Failure to report accordir^g to the regulations can result in 
an order to cease and desist and to be subject to penalties as provided for in Section 2150 


See attached form for 
additional information. 


Interagency Report Control No.: 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1, CERTIFICATE NUMBER: 22-R-0028 

CUSTOMER NUMBER: 168 

FORM APPROVED ..wc, 

0MB NO. 0579-0036 (b)(6), (b)(7)C 

Bristol Myers Squibb Company 

P.O. Box 4000 (b)(2)High, (b)(7)f 

ANNUAL REPORT OF RESEARCH FACILITY 

Princeton, NJ 08543 

rttJ '1 U ZUU8 

(b)(6), (b)(7)c 



3 REPORTING FACILITY (List all locations where animals were housed or used In actual research, testing, or experimentation, or held for these purposes. Attach, additional sheets If necessary) 


FACILITY LOCATIONS (Sites) “ See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A ) 


A. Animals Covered By The i 
Animal Welfare 
Regulations 

0. Number of animals 
being bred, 
conditioned, or held 
for use in teaching, 
testing, experiments, 
research, or surgery 
but not yet used for 
such purposes. 

0. Number of animals 
upon which 
teaching, research, 
experiments, or 
tests were 
conducted involving 
no pain, distress, or 
use of pain- 
relieving drugs. 

D . Number of animals upon whidi 
experiments, teaching, 
research, surgery, or tests 
were conducted involving 
accompanying pain or distress 
to the animals an for which 
appropriate anesthetic, 
analgesic, or tranquilizing 
drugs were used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for 
which the use of appropriate anesthetic, analgesic, or 
tranquilizing drugs would have adversely affected the 
procedures, research, or interpretation of the teaching, 
research, experiments, surgery, or tests. (An explanation 
of the procedures producing pain or distress in these 
animals and the reasons such drugs were not used must 
be attached to this report) 

F. 

TOTAL NUMBER 

OF ANIMALS 

(COLUMNS 

C+D+E) 

(b)(6), (b)(7)c 

4. Dogs 

137 

409 

523 

76 


5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

33 

91 

0 

124 

7, Hamsters 

0 

330 

178 

0 

508 

8. Rabbits 

0 

280 

1,528 

5 

1,813 

9. Non-human Primates 

469 

393 

390 

8 

791 

10, Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm Animals 

0 

0 

0 

0 

0 







13. Other Animals 






Gerbils 

303 

74 

1,150 

440 

1,664 














I ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, and following actual research, 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and approved 
by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary includes 
a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Offrcer or Legally Responsible Institutional Official) 


SIGNATURE OF CEO, OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL 
OFFICIAL /Type or Print) 

APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), which is obsolete.) 

(b)(6), (b)(7)c 






DATE SIGNED 

2 / 11/08 


(b)(6), (b)(7)c 





























Appendix #1 

7023 Site Forms and Column E Explanations 
for 22-R-0028 

October 1, 2006 - through September 30, 2007 

Attachments 
A #1,#2,#3,#4 
B 
C 
D 


Pages - Series A-D 


F:\LETTERS\2007\USDA Combined Reg 2007.doc 



This report is required by law (7 USC 2143). Failure to report according to the regulations can result in 
an order to cease and desist and to be subject to penalties as provided for in Section 2150 


See attached form for 
additional information. 


Interagency Report Control No.: 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. CERTIFICATE NUMBER: 22-R-0028 

CUSTOMER NUMBER: 168 

FORM APPROVED 

0MB NO. 0579-0036 

Bristol Myers Squibb Company 

P.O. Box 4000, (b)(2)High, (b){7)f 

Princeton, NJ 08543 

(b)(2)High, (b)(7)f 

(b)(6), (b)(7)c 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach, additional sheets if necessary) 


FACILITY LOCATIONS (Sites) “ See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A ) 


A. Animals Covered By The 
Animat Welfare 
Regulations 

B. Number of animals 
being bred, 
conditioned, or held 
for use in teaching, 
testing, experiments, 
research, or surgery 
but not yet used for 
such purposes. 

C. Number of animals 
upon which 
teaching, research, 
experiments, or 
tests were 
conducted involving 
no pain, distress, or 
use of pain- 
relieving drugs. 

_ 1 

U. Number of animals upon whirii 
experiments, teaching, 
research, surgery, or tests 
were conducted involvirtg 
accompanying pain or distress 
to the animals an for which 
appropriate anesthetic, 
analgesic, or tranquilizing 
drugs were used. 

j 

E . Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for 
which the use of appropriate anesthetic, analgesic, or 
tranquilizing drugs would have adversely affected the 
procedures, research, or Interpretation of the teaching, 
research, experiments, surgery, or tests. (An explanation 
of the procedures producing pain or distress in these ^ 

animals and the reasons such drugs were not used must 1 
be attached to this report) 

F. 

TOTAL NUMBER 

OF ANIMALS 

(COLUMNS 

C+D+E) 

4. Dogs 

0 

53 

28 

0 

81 

5. Cats 

0 

0 

0 

0 

0 

6 Guinea Pigs 

0 

0 

6 

0 

6 

7, Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

0 

5 

0 

0 

5 

9, Non-human Primates 

2 

109 

39 

0 

148 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm Animals 

0 

0 

0 

0 

0 







13. Other Animals 

0 

0 

0 

0 

0 




















I ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, and following actual research, 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and approved 
by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary includes 
a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


L 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
XChief Executive Officer or Legally Responsible Institutional Official) 


SIGNATURE OF CEO. OR INST 


APHIS FORM 7023 (F 

(AUG 91 ) 


|L 


(b)(6), (b)(7)c 


DATE SIGNED 

12/04/07 


(b)(6), (b){7)c 






























This report is required by law (7 USC 2143). Failure to report according to the regulations can result In 
an order to cease and desist and to be subject to penaities as provided for in Section 21 50 


See attached form for 
additional information. 


Interagency Report Control No.: 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. CERTIFICATE NUMBER: 

22-R-0028 

CUSTOMER NUMBER: 

168 


FORM APPROVED 
0MB NO. 0579-0036 


Bristol Myers Squibb Company 

P.O. Box 4000, (b)(2)High, (b){7)f 

ANNUAL REPORT OF RESEARCH FACILITY Princeton NJ 08543 

(b){2)High, {b)(7)f ^ ^ 

(b)(6), (b)(7)c 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach, additional sheets if necessary) 


FACILITY LOCATIONS (Sites) - See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A ) 


A. Animals Covered By The 
Animal Welfare 
Regulations 

0. Number of animals 
being bred, 
conditioned, or held 
for use in teaching, 
testing, experiments, 
research, or surgery 
but not yet used for 
such purposes. 

0. Number of animals 
upon which 
teaching, research, 
experiments, or 
tests were 
conducted involving 
no pain, distress, or 
use of pain- 
relieving drugs. 

D . Number of animals upon which 
experiments, teaching, 
research, surgery, or tests 
were conducted involving 
accompanying pain or distress 
to the animals an for which 
appropriate anesthetic, 
analgesic, ortraixjuilizing 
drugs were used. 

E . Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for 
which the use of appropriate anesthetic, analgesic, or 
tranquilizing drugs would have adversely affected the 
procedures, research, or interpretation of the teaching, 
research, experiments, surgery, or tests. (An explanation 
of the procedures producing pain or distress in these 
' animals and the reasons such drugs were not used must 

be attached to this report) 

F. 

TOTAL NUMBER 

OF ANIMALS 

(COLUMNS 

C+D+E) 

4. Dogs 

35 

38 

110 

1 

149 

5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 

0 

269 

6 

2 

277 

9. Non-human Primates 

43 

36 

135 

1 

172 

10. Sheep 






11. Pigs 






12. Other Farm Animals 












13. Other Animals 






Gerbils 






Ferrets 













I ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, and following actual research, 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and approved 
by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary includes 
a brief explanation of the exceptions, as well as the species and number of animals affected 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 


DATE SIGNED 

//////? 


■. (b)(7)c 


SIGNATURE OF CEO, OR f 


(b)(6), (b)(7)C 


APHIS FORM 7023 (Replaces vb rtiKivi (uu i a«), wnicn is obsolete.) 

(AUG 91 ) 


(b)(e 












All redactions on this page are pursuant to (b)(4). 


Special Use: 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 22-R-0028 

2. Number of animals placed on test: 22 

3. Species (common name): Dog 

4. Explain the procedure producing pain and /or distress. 


study of a new 


The 1 dog included in column “E” was used in 

pharmaceutical compound. New pharmaceutical compound s administered by the] 
route elicited a range of side effects some adverse, such as | 

which are attributed to compound administration. One male dog 
died shortly (~10 minutes) after sham dosing with the vehicle during the pretest 
period on 18 July, 2007. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 


These studies were con ducted as part of a series of tests leading to potential further drug 
development in h u mans tests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 


because of their potential interference with thej 
compounds being tested. 


lof the new pharmaceutical 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 







All redactions on this page are pursuant to (b)(4). 


Special Use: 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 22-R-0028 

2. Number of animals placed on test: 28 

3. Species (common name): Monkey (Cynomolgus) 

4. Explain the procedure producing pain and /or distress. 


studies of new 


The 1 Monkey included in column “E" was used in 
pharmaceutical compounds. New pharmaceutical co mpounds administered by the| 
elicited a range of side effects some adverse, such as 
which are attributed to compound administration. One monkey 
day ten of the study. 


Iroute 



was found dead on 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 


These studies were cond_ucted_as_Dart of a series of tests leading to potential further drug 
development in humans. 


I tests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 


because of their potential interference with thej 
compounds being tested. 


of the new pharmaceutical 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 








All redactions on this page are pursuant to (b)(4). 


Special Use: 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 22-R-0028 

2. Number of animals placed on test: 108 

3. Species (common name) of animals used in studies: Rabbit 


4. Explain the procedure producing pain and /or distress. 


The 2 rabbits included in category E were used in 


|f study of a new 


pharmaceutical compou nd. New pharmaceutical compounds c an elicit a range of side effects 
some adverse, such as Rabbit l^^lwas found 

deadon 16 August 2007 and rabbit I 


was found dead on 4 September, 2007. 



5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were cond ucted as part of a series of tests leading to potential further drug 
development in humans. tests were performed in compliance with Good 

Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents wasnotoossi^ in any of these studies 
because of their potential interference with the^^^^^^^^of the new pharmaceutical 
compounds being tested. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APFIIS, 9 CFR, 
113.102): 







This report is required by law (7 USC 2143). Failure to report according to the regulations can result in 
an order to cease and desist and to be subject to penalties as provided for in Section 2150 


See attached form for 
additional information. 


Interagency Report Control No.: 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. CERTIFICATE NUMBER: 22-R-0028 

CUSTOMER NUMBER: 168 

FORM APPROVED 

0MB NO. 0579-0036 

Bristol Myers Squibb Company 

P.O. Box 4000, (b)(2)High, (b){7)f 

Princeton, NJ 08543 

(b){2)High, {b)(7)f 

(b)(6), (b)(7)c 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach, additional sheets if necessary) 


FACILITY LOCATIONS (Sites) " See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A ) 


A. Animats Covered By The 
Animal Welfare 
Regulations 

0. Number of animals 
being bred, 
conditioned, or held 
for use in teaching, 
testing, experiments, 
research, or surgery 
but not yet used for 
such purposes. 

C. Number of animals 
upon which 
teaching, research, 
experiments, or 
tests were 
conducted involving 
no pain, distress, or 
use of pain- 
relieving drugs. 

D . Number of animals upon which 
experiments, teaching, 
research, surgery, or tests 
were conducted involving 
accompanying pain or distress 
to the animals an for which 
appropriate anesthetic, 
analgesic, or tranquilizing 
drugs were used. 

E . Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for 
which the use of appropriate anesthetic, analgesic, or 
tranquilizing drugs would have adversely affected the 
procedures, research, or interpretation of the teaching, 
research, experiments, surgery, or tests. (An explanation 
of the procedures producing pain or distress in these 
animals and the reasons such drugs were not used must 
be attached to this report) 

W. 

TOTAL NUMBER 

OF ANIMALS 

{COLUMNS 

C+D+E) 

4. Dogs 

0 

0 

0 

0 

0 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

0 

0 

0 

0 

0 

9. Non-human 
Primates 

301 

0 

0 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm 
Animals 

0 

0 

0 

0 

0 







13. Other Animals 

0 

0 

0 

0 

0 








i 












I ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, and following actual research, 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and approved 
by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the lACUC-approved exceptions, this summary includes 
a brief explanation of the exceptions, as weil as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 












This report is required by law (7 USC 2143). Failure to report according to the regulations can result in 
an order to cease and desist and to be subject to penalties as provided for in Section 21 50 


See attached form for 
additional information. 


Interagency Report Control No : 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLAtNT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. CERTIFICATE NUMBER: 22-R-0028 

CUSTOMER NUMBER: 168 

Bristol Myers S quibb Company 
P.O. Box 4000, (b)(2)High, (b)(7)f 
Princeton, NJ 08543 


FORM APPROVED 
OMB NO. 0579-0036 


3. 


(b)(2)High, {b)(7)f 


(b)(6), (b)(7)c 


REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach, additional sheets if necessary) 


FACILITY LOCATIONS (Sites) “ See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A ) 


A. Animals Covered By The 
Animal Welfare 
Regulations 

5. Number of animals 
being bred, 
conditioned, or held 
for use in teaching, 
testing, experiments, 
research, or surgery 
but not yet used for 
such purposes. 

C. Number of animals 
upon which 
teaching, research, 
experiments, or 
tests were 
conducted involving 
no pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon which 
experiments, teaching, 
research, surgery, or tests 
were conducted involving 
accompanying pain or distress 
to the animals an for which 
appropriate anesthetic, 
analgesic, or tranquilizing 
drugs were used 

E . Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for 
which the use of appropriate anesthetic, analgesic, or 
tranquilizing drugs would have adversely affected the 
procedures, research, or interpretation of the teaching, 
research, experiments, surgery, or tests. (An explanation 
of the procedures producing pain or distress in these 
animals and the reasons such drugs were not used must 
be attached to this report) 

F. 

TOTAL NUMBER 

OF ANIMALS 

{COLUMNS 

C+D+E) 

4. Dogs 

0 

0 

28 

0 

28 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

15 

85 

0 

100 

7. Hamsters 

0 

306 

178 

0 

484 

8, Rabbits 

0 

0 

1520 

3 

1523 

9. Non-human 
Primates 

12 

106 

47 

0 

153 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm 
Animals 

0 

0 

0 

0 

0 







13. Other Animals 

0 

0 

0 

0 

0 




1 

! 















1 ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, and following actual research, 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 


3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and approved 
by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to Identifying the lACUC-approved exceptions, this summary includes 
a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 


SIGNATURE OF CEO. OR 

(b)(6), (b)(7)C 


APHIS FORM 7023 
— (AUb yi ) 








All redactions on this page are pursuant to {b)(4). 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an 
official form and its use is voluntary. Names, addresses, protocols, veterinary care 
programs, and the like, are not required as part of an explanation. A Column E 
explanation must be written so as to be understood by lay persons as well as scientists. 


1_. Regi stratio n Number; 22-R-0028, customer # 1 68 ( (b)(2)High, {b)(7)f 

I {b)(2)High, (b)(7)f 


2. Number of animals used under Column E conditions in this study. 3 


3. Species (common name) of animals used in this study. Rabbit 


4. Explain the procedure producing pain and/or distress, including reason(s) 
for species selected. 

This study was conducted to investigate the development of 

of rabbi ts and how it can be mo dified or inhibited with 
the use of novel compounds. The are observed by 


In order to create 


rabbits were fed a diet with 
content. Only 3 of 20 rabbits on this study have been retrospectively 
categorized as column E, due to pain and/ or distress related to the response to the 
diet. No other animals on this study experienced unrelieved pain and/ or distress, 
related to the diet or any other aspect of the study. 


5. Provide scientific justification why pain and/or distress could not be relieved. 
State methods or means used to determine that pain and/or distress relief 
would interfere with test results. 


Prior to dosing with any compounds, 3 of the rabbits on ajHHHHHI 
2-3 weeks st opped eating and began to develop^^^^l an early sign of 

related to the diet. In an attempt to ke ep the animals on study and 
available for evaluation of with their cohort groups, as 

well as prevent further insult, the rabbits were returned to normal diet and 
observed for additional signs of illness or recover^^Riese 3 animals died 
overnight following the initial observation of demonstrating that once 


It following the initial observation of demonstrating that once 

I is observed euthanasia in order to relieve pain and/ or distress is 






All redactions on this page are pursuant to (b)(4). 


necessary for future rabbits that develop^^^^^|The protocol has been 
amended to include the following state ment “Prev ious experience with this has 
shown that animals that have developec^^^^|do not recover even with clinical 
support and return to regular diet, so they will now be euthanatized as described 
elsewhere in this ATM”. 


6. What, if any, federal regulations require this procedure? Cite the agency, the 
code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9CFR 113.102): 


Agency n/a CFR n/a 




This report Is reouired by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subjed to penalties as provided for in Section 211 

See attadied form for 
additional information. 

interagency Report Control No.: 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTinCATE NUMBER: 22-R-0028 

CUSTOMER NUMBER: ’168 

FORM APPROVED 

0MB NO. 0579-0036 


Bristol Myers Squibb Company 

ANNUAL REPORT OF RESEARCH FACILITY 

P.O.Box 4000, (b)(2)High, (b)(7)f 

( TYPE OR PRINT ) 

Princeton, NJ 08543 

(b)(2)High, {b)(7)f 

(b)(6), (b)(7)c 


- 


3. REPORTING FACILITY ( Ust ail locations where animals were housed or used in actual research, testing, or experimentaiton. or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) • See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY < Attach additional sheete If necessary or use APHIS Form 7023A1 


A. 

Animals Covered 

By The Animal 
Welfore Regulations 

i 

B. Nurr^er of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not y€ 
used f^ such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests vrare 
corKiucted 
invol\rtng no pain, 
distress, or use o* 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conduded involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
banquflizing drugs were 
used. 

E. Number of animals upon v^ich teaching, experiments, 
research, surgery or tests were conduded involving 
accompanying pain or distress to the animats and for wh 
the use of appropriate anesthetic, analgesic, or tranquifiz 
drugs would have adversely affeded the procedures, res 
or interpretation of the teaching, researdi, experiments, 
surgery, or tests. ( An explanation of the procedin'es 
produdng pain or distress in these animals and foe reas( 
such drugs were not used must be attadied to this report 

F. 

TOTAL NUMBER 
OF ANINIALS 

( COLUMNS 
C+D+E) 

4. Dogs 

8 

44 

60 

0 

104 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

18 

0 

0 

18 

7. Hamsters 

0 

24 

0 

0 

24 

8. Ftabbits 

0 

0 

2 

0 

■2 

9. Norvhuman Primates 

I 

14 

4 

71 

4 

79 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

i 

0 

0 

0 

0 

0 

12. Other Farm Animals 

0 

0 

0 

0 

0 







13. Other Animals 

! 





Gerbils 

303 

74 

1150 

440 

1664 














I ASSURANCE STATEMENire 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals. Inducting appropriate use of anestetic. analgesic, and tranpuilizing drugs, prior to, during, and following actual resc 
teaching, testing, surgery, or experimentation were followed by this research fadllty. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This ^dltty is adhering to the standards and regulations under the AcL and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report In addition to identifying the IACUC>approved exceptions, this summary inc 
brief es^anation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research fedlity has appropriate authority to ensure the provision of adequate veterinary care and to ov^see the adequacy of other aspects of animal care and use. 


/ 


SIGNATURE' 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

t ifK»o r">fRr»or ^>1* 1 \ 


(b)(6), (b){7)c 


DATEfilGNE 




APHIS FORMTOS^ 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88), which is obsolete.) 


(b)(6), (b)(7)c 




All redactions on this page are pursuant to (b)(4). 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


22-R-0028 

1 . Registration Number: 

440 

2. Number of animals used in this study. 

3. Species (common name) of animals used in the study. 


4. Explain the procedure producing pain and/or distress. 


Four hundred forty gerbils were used in a study to assess the 

I compounds. Gerbils were dosed with test compounds 

after dosing, the gerbils were placed 



either 
individually into a 


For a period of | 


I the gerbil’s 


which our AQUC wants to classify as distressful were evaluated and measured (ex. 

Subjects were closely monitored during the study. At 
the conclusion of the study gerbils were euthanatized with carbon dioxide. 


5. Provide scientific justification why pain and/or distress could hot be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


The use of analgesics or anesthetics to relieve the distress associated with this pro cedure 
would interfere with assessment of novel compounds for the treatment of 
This behavioral paradigm is used to detect HBHUIHH 

I effects through similar mechanisms of 


|which produce their ] 

action as the analgesics and anesthetics. 




6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Agency CFR N/A 




All redactions on this page are pursuant to (b)(4). 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 22-R-Q028 

4 

2. Numbe r of animals used in this study. 

„ _ . , squirrel monkey 

3. Species (common name) _of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 


Four squirrel mo nkeys w ere used to evaluate 
conflict rnode^^^^^j^i^n^omnonent of this 

Thus, a 
event is created and typically 
animals are trained in the procedure, they rarejy 
compounds reverse this 



compounds in a 
also 
and 
Once 

I that result in I 




5. Provide scientific justification why pain and/or distress could riot be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


The measure of 


[effects in this procedure is reversal of| 

I Therefo re, du ring training, animals are subjected to 
m order This K|||||||H|||^H|in the 

the animal does not respond, it will n ot receive a^ ^^^lvVhen this^^^^HI is 
reversed, the animals are subje cted but this reversal occurs only when 

are administered. The us e of analgesics /anesthetics would 
inter&mwhh the assessment of novel compounds. The of the 

drugs studied may involve mechanisms of action that are similar to 
analgesics and anesthetics. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


Agency_ 


N/A 


CFR 


N/A 








This repa*! is r quired by law (7 USC 2143). Failure to report according to the regulations can attached form for Interagency Report Control No.; 

result in an ordel to cease ar.d desist and to be subject to penalties as provided for in Section 2H additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0028 

CUSTOMER NUMBER: i 5$ 

FORM APPROVED 

0MB NO. 0579-0036 

Bristol Myers Sauibb Comoanv 

ANNUAL REPORT OF RESEARCH FACILITY 

P.O. Box 4000, (b)(2)High, (b)(7)f 

( TYPE OR PRINT ) 

Princeton, NJ 08543 

(b){2)High, {b)(7)f 

{b)(6), {b)(7)c 




1 3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets (f necessary ) | 

FACILITY LOCATIONS ( Sites ) - See Atached Listing 


[ REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A ) 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

^ B. NurTt>er of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not y€ 

1 used for such 

purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
invoMng no pain, 
distress, or use o 
pain-relieving 
drugs. 

D. Number of animals upon 
.which experiments, 
teaching, research, 
surgery, or tests were 
conducted in>^\qng 
accorrpanying pain or 
distress to the animals an 
for which approbate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involsnng 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiiiz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research), experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reas( 
such drugs were not used must be attached to this repori 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

0 

26 

263 

0 

28Q 

5. Cats 

n 

0 

0 

0 

0 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 

0 

0 

0 

n 

0 

8. Rabbits 


0 

0 

0 

0 

9. Non-human Primates 

0 

35 

38 

0 

73 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm Animals 

n 

n 

0 

n 

0 













13. Other Animals 

0 

0 

0 

0 

0 




















ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic. analgesic, and tranquilizing drugs, prior to. during, and following actual resc 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Eadi principal investigator has considered alternatives to painful procedures. 


3) This facility is adhering to the standards and regulations under the Act, and It has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report in addition to identifying the IACUC>approved exceptions, this summary int 
brief explanation of the exceptions, as well as the species and number of animats affected. 











































Supplement to the 2007 USDA Annual Report, APHIS Form 7023 
Explanation of ACUC Approved Exception to a USDA Standard 
2-R-0028: Bristol-Myers Squibb Company, (b)(2)High, (b)(7)f 


The (b)(2)High, {b)( 7 )f ACUC has approved the following exception to USDA 

standards; 

For enrichment purposes, purpose bred beagles are pair housed (study permitting) in runs 71" x 
58" or larger. Larger runs are available for larger groups of dogs. In all cases at all times, the 
group housed dogs have at least the minimum amount of floor space required by USDA in their 
primary enclosure. 

For 1-3 hours each day during dosing and feeding of the dogs and during cleaning of the runs, 
the beagles are placed in cages 22" x W/i x 20y8" or larger. The dogs are fed individually in 
these cages so as to give each dog equal access to the diet. The temporary, separate housing 
also allows technicians to work with each animal on a one on one basis, collecting individual 
clinical observations and minimizing distress during dosing. 

Moving the dogs to the feeding/dosing cages while cleaning the runs helps maintain compliance 
with 3.1 1(a): “When steam or water is used to clean the primary enclosure, whether by hosing, 
flushing, or other methods, dogs and cats must be removed, unless the enclosure is large enough 
to ensure the animals would not be harmed, wetted, or distressed in the process.” The use of the 
feeding/dosing cages minimizes the time that the dogs’ paws are in contact with wet surfaces and 
thereby minimizes the incidence of interdigital dermatitis. 


This exception was approved and in place for all dogs listed on form 7023. 





This report is required by law {7 USC 2143). Failure to report according to the regulations can 
resufi In an order to cease and desist and to be subject to penalties as provided for in Section 21t 


See attached form for 
addiiionaJ information. 


Interagency Report Control No.: 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER; 22-R-0028 

CUSTOMER NUMBER: ■JSS 

FORM APPROVED 

OM9 NO. 0579-0036 

Bristol Myers Sauibb Comoanv 

ANNUAL REPORT OF RESEARCH FACILITY 

P.O.Box 4000, r^(b)'(2)High,(b)(7)f FEB ? 0 PPpS 

( TYPE OR PRINT ) 

Princeton, NJ 08543 

(b)(2)High, (b)(7)f 


^ (b)(7)c 





3. REPORTING FACILfTY ( List all locations where animals were housed or used In actual research, testing, orexpenmentalion. or held for these purposes, Attach additional sheets if necessary ) 


FACILITY LOCATIONS (Sites) • See Atadied Listing 


[ REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additior^al sheets If necessary or use APHIS Form 7023A \ 
■ I I ”1 ■ I " 1 ■ ■■ 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held far use in 
teaching, testing, 
experiments, 
research, or 
surgery but not y€ 
used for such 
purposes. 

C. Numberof 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o 
paiivreiieving 
drugs. 

D. Nurr^^ of animals upon • 
which exper^nsnts, 
leaching, resear^, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for wN^ appro^te 
anesthetic, analogic, or 
tranqjilizing dri^^s were 
used. 

E. Number of animals upon v>ihich teaching, experiments, 
research, surgery or tests were conducted invoiving 
accompanying pain or distress to the anirnals and for wh 
Ihe use of appropnale anesthetic, analgesic, or trsnqullir 
drugs would Have adversely affected the procedures, res 
or interpretation of the teaching, research, expehm^ls. 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reas< 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

94 

248 

34 

75 

357 

5, Cats 






6. Guinea Pigs 

, 

i 


1 



7. Hamsters 






8. Rabbits 

0 

6 

0 

0 

6 

9. Non-human Primates 

97 

103 

60 

3 

166 

10 . Sheep 






11. Pigs 






1 2. Other Farm Animals 












13. Other Animals 
























1 ASSURANCE STATEMENTS | 


1 ) Prcfessionaii)' acceptable standards governing the care, treatment, and use of animafs. including appropriate use of artesteUc. analgesic, and trar^quliizing drugs, prior to. during, and foHo^ng actuat rest 
teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

, 3) .. Zhis . fBr <ii tu . <s . flffhiTgn^ tn the sianrtacrts and npyitafiniK und^r.tht* Art antiJl hAK fhaf <ucnpptfry>c tn th^slanefarH^ anrf ntguiatign s Pjfplainerf hy th& prfngfpat fnvgstioafof and ao 

inslitulional Anlmaf Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this sumnnary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending velennarian for this research faciitly has appropriate authority to ensure the provision of adequate veiehnary care and to oversee the adequacy of other aspects of animal care and use. 



(AUG 91 ) 


(b)(6), (b)(7)c 
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0 2008 
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UNTTfiD STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

f TYPE OR PRINT ) 


Sbo anacliad totmlor 
MldWenal Intoimallan. 


1. CERTMCATE HUMBER: 

22-R-0028 

CUSTOMER NUMBER: 

188 


Intoragaaey Papon Caauol No.: 


FORM APPROVED . 
OMB NO. 0578.0036 


(b)(2)High, (b){7)f 


Bristol Myers Squibb Co mpany . 

P.O.Box 4000, {b)(2)High, (b)(7)f rrp o a ?n08 
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(b)(6), (b)(7)c 


1. REPORTINa PACIUTV ( utt all tocaleot wheio aNmala warn housaii or uud In OGlaal (aaoaidi. laalino. or txpeilnianlaUiin, or bold lor tooio purpaHia. Altacb addlUonal aheata H noceaaaiy 1 


PAOLITY LOCATIONS ( Sllaa )• SaaAladwdilaUitB 


REPORT OF ANIMALS USED BY Ofe UNDER CONTROL OF RESEARCH FAdUTY I AXaelt additional aheala If nocoBaarv or uie APHIS Form 7023A ) 


A. 

B. Nianbtr of animal 
botogbred. 

C> Nuthberof 
pnlnaltupMi 

D. Nimlbor or animals upon 
wMcb iKpadmonlt, 

E. Number ofadrals upon which leaching, aaporlmenU, 
retaamh, surgiqi or toslB were eondudad inwolvlng 

F, ■ 


condHoned, or 

wNch taachlng, ' 

laacHng, resaatch, 

. accompanying pain or dlenaas to the animals tMlprwh 

TOTAL NUMBER ' 

Anbiinli CoiMirad 

held lor UK to 

resaatch. 

sugary, or Hsia were 

toa use ol oppropdala anealhellc, analgesic, or uanqdllr 

OF ANIMALS 

ByTTwAnlnsl. . 

toathing, tositog. 

eapeilcnanis, or 

eondwttd hiuolvlng 

dmga would hove adversely aEected toe pnoceduns, ns 

WaSara RagulallDns 

aapidinaala, 

iBilswire 

acoDiipiiiiylng pain or 

or Intotpretobon ol toe teaching, raaaardi, esparimante, 

( COUJMNS 


rtsaanto.or 

condveled 

dlilrsn to Ihe'pnimala air 

suigery, or leals. ( An aspiataaon ol iha pracadures 


suigarybulnolyt 

InvoMiig nopolA 

IbrwMehappnpriDto 

piodttdng pain ordiitrass la lhaw anlrriaia and toenost 

C+P+E) 


ustdferaudi 

dlsliias,oruno 

anaatiaUe, analgoalc, nr 

such drugs ware not used must ha etlachad lo IMs rapon 


purpossa. 

palrwatavlno 

Itenqullilrig dnigs ware 




dnigs. 

uaad. 




S. Gala 


a. Guinaa Pigs 


7. Hamsiera 


8. RabbHa 


9. Non-tiuman PiiiTiate$ 


10. snoop 


11. Pigs 


1Z Ollier Farm Animals 




ASSURANCE STAreMBHTS , 


1) Piafssalonslly acceplabla alandanll governing Uie cmo: IrealnitnL and use of aivmila. Including epprepilBla use ol ansstollc. analgesic, and IraniiulllilnB druga. prior io. during, and lollaMng actual rear 
toadiing. losttng. auigoiy. or axpailiMnlallen wore tollowad by INa resoorcb (sdEy. 

2) . Eadi ^dpal Invaallgalar has comldarad ollamoUvaa to painful piocadumt. 


insllhiUonst Artnal Cam ond Use ComiMaa (lACUC). A aimmafy ol aO sueh OKeapUeoa la attacind to IMs annual raport In nddlilpn lo tdanblylng bw lACUCtopprtrved encapUens, ails summaiy ln< 
brief anplanaiion of iho asc^ora, at wen os too spades end nunbar el aNmalt afladsd. 

4) Hie adendtog vetodnailth for ihit laitatch lacUly hat appropriate aulhortly lo ensure toa piovitiQn ol adoquata vahutnaiy cere and (o ovotaea toe adequacy or otoer aspects or animal cars and uae. 
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All redactions on this page are pursuant to (b)(4). 


Column E Explanation 


FEB 9. 0 2008 


This form is intended as an aid to completing the Column E explanation, it is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1 . Registration Number: 22-R-0028 

2. Number: 40 of animals used in this study. 

3. Species (common name): Beagle (Dog) 

4. Explain the procedure producing pain and/or distress. 




r' 


The 10 dogs used in a H^IHHPstudy of pharmaceutical compounds at this site were 
includedin Column E. New pharmaceutical compounds were administered to these animals 
by the route. One dog was euthanatized irnnoribun^ondition. The 9 other dogs in 
Columr^: experienced pain due to drug related^^^^^^ 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 


These studies were cond ucted as part of a series of tests leading to potential further drug 
development in humans. ||||m^^^tests were performed in compliance with Good 
Laboratory Practice Regulations ot the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with theH^H||||||H| of the new pharmaceutical 
compounds being tested. 


Summary of Exemptions: 

There were no exceptions to USDA standards and regulations that applied to dogs during the 
reporting period. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 







All redactions on this page are pursuant to (b)(4). 

FEB 9, 0 2008 

Column E Explanation 

This form is intended as an aid to completing the Column E explanation, it is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1 . Registration Number: 22-R-0028 

2. Number: 40 of animals used in this study. 

3. Species (common name): Beagle (Dog) 

4. Explain the procedure producing pain and/or distress. 

Four dogs used in a ^^HH^study of pharmaceutical compounds at this site were 
include^n Column E. New pharmaceutical compounds were administered to these animals 
by the^^Jroute. The 4 dogs in Column E were euthanized due to drug-related toxicity. 

5. Provide scientific justification why pain and/or distress could not be relieved. Stale methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were conductedaso^ of a series of tests leading to potential further drug 
development in humans, ^^^^^^tests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with the||||||||||j|||mof the new pharmaceutical 
compounds being tested. 

Summary of Exemptions: 

There were no exceptions to USDA standards and regulations that applied to dogs during the 
reporting period. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 





FEB 2 0 2008 


All redactions on this page are pursuant to {b)(4). 


Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1. Registration Number: 22-R-0028 

2. Number: 40 of animals used in this study. 

3. Species (common name): Cynomolgus(Monkey) 

4. Explain the procedure producing pain and/or distress. 

The 1 monkeys used in a i^^^^^^lstudy of pharmaceutical compounds at this site was 
includ ed in Column E. New pharmaceutical compounds were administered to these animals 
by the ^^oute. The one monkey in Column E treated for pain due to drug-related toxicity 
and later was found dead. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were conducte^^jart of a series of tests leading to potential further drug 
development in humans, tests were performed in compliance with Good 

Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with of the new pharmaceutical 

compounds being tested. 

Summary of Exemptions: 

There were no exceptions to USDA standards and regulations that applied to monkeys during 
the reporting period. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APFIIS, 9 CFR, 
113.102): 





All redactions on this page are pursuant to (b)(4). 


FEB 2 0 2008 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1. Registration Number: 22-R-0028 

2. Number; 40 of animals used in this study. 

3. Species (common name); Beagle (Dog) 

4. Explain the procedure producing pain and/or distress. 

Seven dogs used in study of pharmaceutical compounds at this site were 

included in Column E. New pharmaceutical compounds were administered to these animals 
by the^Mroute. The 7 d ogs in Column E experienced 

same day 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were cond ucted as part of a series of tests leading to potential further drug 
development in humans. UHlillltests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents wasnotpossiWe in any of these studies 
because of their potential interference with th6||||m|^m|of the new pharmaceutical 
compounds being tested. 

Summary of Exemptions; 

There were no exceptions to USDA standards and regulations that applied to dogs during the 
reporting period, 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 
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Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and Its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1 . Registration Number: 22-R-0028 

2. Number: 10 of animals used in this study. 

3. Species (common name); Cynomolgus{Monkey) 

4. Explain the procedure producing pain and/or distress. 

The 1 monkeys used in a^^^^^mstudy of pharmaceutical compounds at this site was 
includ ed in C olumn E. New pharmaceutical compounds were administered to these animals 
by the^^Houte. The one monkey in Column E died on study due to a dosing accident. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. |^jj^|^^^tests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with the||||^^mimof the new pharmaceutical 
compounds being tested. 

Summary of Exemptions: 

There were no exceptions to USDA standards and regulations that applied to monkeys during 
the reporting period. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 






All redactions on this page are pursuant to (b)(4). 
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Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be \written so as to be 
understood by lay persons as well as scientists. 

1 . Registration Number; 22-R-0028 

2. Number: 24 of animals used in this study. 

3. Species (common name): Beagle (Dog) 

4. Explain the procedure producing pain and/or distress. 

Four dogs used in a^^|^^^|study of pharmaceutical compounds at this site were 
includ ed in Column E. New pharmaceutical compounds were admi nistered to these animals 
by the route. 3 of the dogs in Column E experienced pain due IHRHIHHl 
other dog suffered am^^^BI^Hthat required euthanasia following 
administration. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were cond ucted as part of a series of tests leading to potential further drug 
development in humans. SHHBBtests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with theUmHIIBi'^^ pharmaceutical 

compounds being tested. 

Summary of Exemptions: 

There were no exceptions to USDA standards and regulations that applied to dogs during the 
reporting period. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APFIIS, 9 CFR, 
113,102): 




All redactions on this page are pursuant to (b)(4). 
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Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1 . Registration Number: 22-R-0028 

2. Number: 10 of animals used in this study. 

3. Species (common name): Cynomolgus(Monkey) 

4. Explain the procedure producing pain and/or distress. 

The 1 monkeys used in a^^^^^^^^|;tudy of pharmaceutical compounds at this site was 
includ ed in Column E. New pharmaceutical compounds were administered to these animals 
by the^Hroute. The one monkey in Column E died on study due to a dosing accident. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 


These studies were conducte^^i^of a series of tests leading to potential further drug 
development in humans. ||||||||||||||||H|||H;ests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 


anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with the|^^^^^^of the new pharmaceutical 
compounds being tested. 


Summary of Exemptions: 


There were no exceptions to USDA standards and regulations that applied to monkeys during 
the reporting period. 


6, What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 






All redactions on this page are pursuant to (b)(4). 
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Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1. Registration Number: 22-R-0028 

2. Number; 16 of animals used in this study. 

3. Species (common name): Beagle (Dog) 

4. Explain the procedure producing pain and/or distress. 

Four dogs used in a study of pharmaceutical compounds at this site were 

includ ed in Column E. New pharmaceutical compounds were administered to these animals 
^^^^jl'oute. The 4 dogs in Column E experienced pain due to multiple episodes of 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. tests were performed in compliance with Good 

Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents w as not possible in any of these studies 
because of their potential interference with the ||||Hi|[|^ of the new pharmaceutical 
compounds being tested, 

Summary of Exemptions: 

There were no exceptions to USDA standards and regulations that applied to dogs during the 
reporting period. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS. 9 CFR, 
113.102): 






Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1 . Registration Number: 22-R-0028 

2. Number: 40 of animals used in this study. ,.,,.,00 

FEB 2 0 

3 . Species (common name): Beagle (Dog) 

4. Explain the procedure producing pain and/or distress. 

Four dogs used in a|^^^^^|study of pharmaceutical compounds at this site were 
include^n Column E. New pharmaceutical compounds were administered to these animals 
by the^^’-oute. Two dogs in Column E were euthanized in moribund condition and 
another was found dead. All three were related to dosing accidents. The fourth dog was 
euthanized in poor physical condition due 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 

(For federally mandated testing see Item 6 below) 

These studies were cond ucted as part of a series of tests leading to potential further drug 
development in humans. tests were performed in compliance with Good 

Laboratory Practice Regulations of the Food and Drug Administration (FDA). .The use of 
anesthetic, analgesic, or tranquilizing agents wa^jo^ossi^ in any of these studies 
because of their potential interference with the the new pharmaceutical 

compounds being tested. 

Summary of Exemptions: 

There were no exceptions to USDA standards and regulations that applied to dogs during the 
reporting period. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 
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Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1. Registration Number: 22-R-0028 

2. Number: 8 of animals used in this study. 

3. Species (common name); Beagle (Dog) 

4. Explain the procedure producing pain and/or distress. 

Two dogs used in study of pharmaceutical compounds at this site were 

includ ed in Column E. New pharmaceutical compounds were administered to these animals 
by the^Hroute. The 2 dogs in Column E experienced pain due to seizures. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. tests were performed in compliance with Good 

Laboratory Practice Regulations or tne Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possibl e in any of these studies 
because of their potential interference with the^^H^^H of the new pharmaceutical 
compounds being tested. 

Summary of Exemptions: 

There were no exceptions to USDA standards and regulations that applied to dogs during the 
reporting period. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 
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All redactions on this page are pursuant to (b)(4). 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1. Registration Number: 22-R-0028 

2. Number; 6 of animals used in this study. 

3. Species (common name): Beagle (Dog) 

4. Explain the procedure producing pain and/or distress. 

Six dogs used in a ^^^^^^^study of pharmaceutical compounds at this site were 
includ ed in Column E. New pharmaceutical compounds were administered to these animals 
by the^Hroute. The 6 dogs in Column E experienced pain due to severe gastrointestinal 
effects. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were cond ucted as part of a series of tests leading to potential further drug 
development in humans. HH^^Htests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with the^^^^^^Hof the new pharmaceutical 
compounds being tested. 

Summary of Exemptions: 

There were no exceptions to USDA standards and regulations that applied to dogs during the 
reporting period. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 






All redactions on this page are pursuant to {b)(4). 
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Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1. Registration Number: 22-R-0028 

2. Number; 40 of animals used in this study. 

3. Species (common name): Beagle (Dog) 

4. Explain the procedure producing pain and/or distress. 

The 20 dogs used in a||||[||||||H||||;tudy of pharmaceutical compounds at this site were 
included in Column E. New pharmaceutical compounds were administered to these animals 
by the oral route. The 20 dogs in Column E experienced pain due to 
observed. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were cond ucted as part of a series of tests leading to potential further drug 
development in humans. ^H^HHtests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents w as not possible in any of these studies 
because of their potential interference with the new pharmaceutical 

compounds being tested. 

Summary of Exemptions: 

There were no exceptions to USDA standards and regulations that applied to dogs during the 
reporting period. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102); 
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Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1. Registration Number: 22-R-0028 

2. Number; 8 of animals used in this study. 

3. Species (common name): Beagle (Dog) 

4. Explain the procedure producing pain and/or distress. 

The 2 dogs used in a m[|[|[[||||||study of pharmaceutical compounds at this site were 
includ ed in Column E. New pharmaceutical compounds were administered to these animals 
by the ^|route. One dog in Column E died on study and the other was moribund and 
euthanized. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were con ducted as part of a series of tests leading to potential further drug 
development in humans. tests were performed in compliance with Good 

Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with thej^^^^^^^of the new pharmaceutical 
compounds being tested. 

Summary of Exemptions: 

There were no exceptions to USDA standards and regulations that applied to dogs during the 
reporting period. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 
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All redactions on this page are pursuant to (b)(4). 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation, it is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1 . Registration Number: 22-R-0028 

2. Number: 12 of animals used in this study. 

3. Species (common name): Beagle (Dog) 

4. Explain the procedure producing pain and/or distress. 

The 12 dogs used in a ^^^^^^Hstudy of pharmaceutical compounds at this site were 
includ ed in Column E. New pharmaceutical compounds were administered to these animals 
by the|^|route. The 12 dogs in Column E experienced pain due to convulsions of short 
duration. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were conducte^^art of a series of tests leading to potential further drug 
development in humans. ^^^^^^|tests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents wasnotoossiWe in any of these studies 
because of their potential interference with the the new pharmaceutical 

compounds being tested. 

Summary of Exemptions: 

There were no exceptions to USDA standards and regulations that applied to dogs during the 
reporting period. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 





